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Review the FDA categorization o
major, moderate ‘o fle

Reduce the CMC informatio
manufacturing supplements -

Prepare a summary report that can be cons ered by FDA whe
the guidance on Changes to an Approved NDA or ANDA
developing the guidance for the new initiative

~Planning ooi.:mzam.

Program

iminary

Prel

Sunday, June 10

5:00 pm - 7:00 pm
REGISTRATION

Monday, June 11

7:00 am - 5:15 pm
REGISTRATION

8:00 am - 12:00 pm

Changes to an Approved NDA or ANDA
Moderators
Yuan-yuan Chiu, Ph.D.
Tobias Massa, Ph.D.

8:00 am - 8:20 am
Welcoming Remarks
Yuan-yuan Chiu, Ph.D.

Food and Drug Administration
Tobias Massa, Ph.D.

Eli Lilly and Company

8:20 am - 8:40 am
Background/History
Nancy Sager

Food and Drug Administration

8:40 am - 9:05 am
Components and Composition/
Manufacturing Site Changes
Rashmikant Patel, Ph.D.

Food and Drug Administration

9:05 am - 9:35 am
Manufacturing Process Changes
Frank Holcombe, Ph.D.

Food and Drug Administration

9:35 am - 10:00 am

Tests and Acceptance Criteria
Changes

John Simmons, Ph.D.

Food and Drug Administration

Acronym Key

d and Drug Administration
Drug Application.

Monday, June 11 (Continued)

10:00 am - 10:30 am
BREAK

10:30 am - 10:50 am
Labeling, Miscellaneous and
Multiple Changes

Florence Fang

Food and Drug Administration

10:50 am - 11:20 am

Sterile Drug Substances/Drug
Product Changes

Peter Cooney, Ph.D.

Food and Drug Administration

11:20 am - 11:40 am
PhRMA Industry Perspective
David Miner, Ph.D.

Eli Lilly and Company

11:40 am - 12:00 pm
Generic Industry Perspective
Christine A. Mundkur
Barr Laboratories, Inc.
12:00 pm - 1:00 pm
LUNCH (Complimentary to all registrants)
1:00 pm - 2:15 pm
CONCURRENT BREAKOUT SESSIONS
(Please select one)

A: Sterile Drug Substances/Drug
Products

B: Manufacturing Process

C: Components and Composition/
Manufacturing Site

D: Tests and Acceptance Criteria
E: Labeling, Miscellaneous and
Multiple
2:25 pm - 3:40 pm
CONCURRENT BREAKOUT SESSIONS
Repeated
3:40 pm - 4:00 pm
BREAK
4:00 pm - 5:15 pm
CONCURRENT BREAKOUT SESSIONS
Repeated
5:15 pm - 6:15 pm
RECEPTION
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Tuesday, June 12

7:30 am - 4:30 pm
REGISTRATION
8:00 am - 10:10 am
Risk-Based CMC Review
Moderator
Tobias Massa, Ph.D.

8:00 am - 8:10 am
Reconvening Opening Remarks
Tobias Massa, Ph.D.

Eli Lilly and Company

8:10 am - 8:30 am

A New Initiative

Yuan-yuan Chiu, Ph.D.

Food and Drug Administration

8:30 am ~ 8:50 am

Drug Substance Criteria
Eric Duffy, Ph.D.

Food and Drug Administration

8:50 am - 9:10 am

Drug Product Criteria
Vilayat Sayeed, Ph.D.

Food and Drug Administration

9:10 am - 9:20 am
Microbiological Criteria
Peter Cooney, Ph.D.

Food and Drug Administration
9:20 am - 9:30 am

cGMP Criteria

Patricia Alcock

Food and Drug Administration
9:30 am - 9:50 am

Generic Industry Perspective
Nicolas Maselli

Zenith Goldline Pharmaceuticals
9:50 am - 10:10 am

PhRMA Industry Perspective
Richard P. Poska, R.Ph.

Abbott Laboratories, Inc.

10:10 am - 10:40 am
BREAK

10:40 am ~ 12:00 pm
CONCURRENT BREAKOUT SESSIONS
(Please select one)

A: Drug Substance
B: Drug Product
C: Microbiology
D: GMPs

Tuesday, June 12 (Continued)

12:00 pm - 1:00 pm

LUNCH (Complimentary to all registrants)
1:00 pm - 2:30 pm

CONCURRENT BREAKOUT SESSIONS
Repeated

2:30 pm - 3:00 pm

BREAK

3:00 pm ~ 4:30 pm

CONCURRENT BREAKOUT SESSIONS
Repeated

Wednesday, June 13

7:30 am - 11:45 am
REGISTRATION

8:00 am - 11:20 am
Summary and Conclusions
Moderator
Yuan-yuan Chiu, Ph.D.

8:00 am - 8:10 am

Reconvening Opening Remarks
Yuan-yuan Chiu, Ph.D.

Food and Drug Administration

8:10 am - 9:10 am

Monday Breakout-Session Summaries

9:10 am - 9:30 am
Panel Discussion

Monday Speakers
9:30 am - 10:00 am
BREAK

10:00 am - 11:00.am
Tuesday Breakout Session Summaries

11:00 am ~ 11:20 am
Panel Discussion
Tuesday Speakers

11:20 am - 11:45 am
Overall Summary, Conclusions and
Next Steps
Yuan-yuan Chiu, Ph.D.
Food and Drug Administration
Tobias Massa, Ph.D.
Eli Lilly and Company

www.aapspharmaceutica.com/cme
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